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5) n Claim(s) is/are allowed. 

6) IEI Claim(s) 68.70-81.84.93-112 and 129-133 is/are rejected. 
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DETAILED ACTION 

1 . The disclosure is objected to because of an informality, which can be corrected 
as follows: In the specification and in claims 132, "angeological" should be replaced by - 
-angiological-. 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
mailing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 68, 71-81, 93-112, and 129-133 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. With respect to base 
claim 68, a "skirt" is not recited or described in the specification. With respect to base 
claims 71 and 109, a graft body "circumferentially reinforced at locations along its 
length" or "circumferentially reinforced" is not described. Also with respect to claim 73, 
"sutures" are not mentioned as being used to attach "reinforcement wires"~also not 
specifically described in the specification~to a graft body (i.e., wires functioning as 
"reinforcement" are not described). Also with respect to claim 81, the term "crests" is not 
applied in the specification. With respect to base claims 93 and 107-109, the 
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specification does not describe "inlet" ends or "outlet" ends. Also, with respect to claims 
111 , tlie specification does not describe a graft with a "closed sinusoidal shape." Also 
with respect to claims 105 and 106, a "skirt portion" and its length are not described in 
the specification. Also with respect to claims 129 and 130, the specification does not 
describe first and second graft bodies and a metal wire structure having differing 
radiopacity or "radiographic indicia" or a "composite radiographic image" for indicating 
the "rotational orientation" of at least one of the first and second graft bodies and a 
metal wire structure in a body lumen. 



Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

5. Claims 68, 70, 84, 93-96, 98-1 02, 1 04, 1 05, 1 07-1 10,112, and 1 29-1 32 are 
rejected under 35 U.S.C. 102(e) as being anticipated by Barone et al. (5,360,443). 
Barone et al. disclose, at least in figures 7-9 and 1 1 and in col. 5, line 40 to col. 7, line 
19; and col. 9, lines 19-51 ; a prosthesis or graft including a first graft (160), primary graft 
body, a bifurcated stent (160), or first graft body having a proximal portion or first graft 



body inlet end (at 166) and first and second distal portions (191), the proximal portion 
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defining a lumen and adapted to be in juxtaposition with a bifurcation in a blood vessel, 
where the first and second distal portions define lumens adapted to allow blood flow into 
respective first and second branched blood vessels; and a second graft (192), a 
supplemental graft body, or second graft body defining a lumen and adapted to 
intravascularly inserted into a lumen of the first graft; where the first distal portion has a 
downstream end forming a skirt (distal portion of 191)t; where the second graft body has 
a second graft body inlet end and a second graft body outlet end, the second graft body 
inlet end being attachable in an overlapping relationship with the first graft body outlet 
end(between 191 and 192), where the first and second graft bodies are reinforced by a 
metal wire structure (166, 192) sutured to a graft body (with sutures 170), where the first 
graft body is made of thin, biocompatible PTFE, where the wire structure is disposed at 
least in part on an outside surface of a graft body (proximal of 168), where the wire 
structure is disposed substantially on an inside surface of the first graft body (at 168), 
where the wire is X-ray detectable, where the second graft body is substantially 
cylindrical, where the wire structure comprises at least one wireform or a plurality of 
wireforms, where a portion (proximal) of the first graft body and the metal wire structure 
inherently has different radiopacity or radiographic indicia than another portion (e.g., a 
medial portion combined with PTFE), and where the graft is deployed with a system 
including first and second introducers (201). 

Claim Rejections - 35 USC § 103 
6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

7. Claims 71 , 73-75, 77-81 , 1 06, and 1 1 1 are rejected under 35 U.S.C. 1 03(a) as 

being unpatentable over Barone et al. (5,360,443) in view of Wallsten (4,655,771). 

Barone et al. disclose the invention substantially as claimed. Barone et al disclose a 

primary graft body and a supplemental graft body each circumferentially reinforced at 

locations along its length by a plurality of spaced apart portions of a tube and attached 

to the tube with sutures, where one of the portions of the tube extend beyond one end 

of the primary graft body. However, Barone et al. do not disclose that the graft bodies 

are reinforced by a plurality of spaced apart wires, where at least one of the wires has a 

different amplitude than the next adjacent wire or where at least one wireform has a 

closed sinusoidal shape. Barone et al. also do not disclose that the skirt portion is 

about 18 mm in length. Wallsten teaches, at least in figures la and 9 and in col. 2, lines 

44-56; a prosthesis with a plurality of reinforcement wires formed as a tube, where wires 

are spaced apart and form a closed sinusoidal space. It would have been obvious to 

one having ordinary skill in the art at the time the invention was made, in view of 
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Wallsten, to apply a plurality of reinforcement wires to the graft of Barone et al. Such 
wires would allow the graft to be more flexible for its deployment through a blood vessel, 
and they would allow secure fixation of the graft to the wall of the blood vessel. 
Moreover, it would have been a matter of obvious design choice to configure the wires, 
so that at least one of the wires has a different amplitude than the next adjacent wire. 
The choice would be dependent upon the desired length and flexibility for the graft. 
Also, it would have been a matter of design choice to size the skirt as claimed, since 
such a modification would have involved a mere change in the size of a component. A 
change in size is generally recognized as being within the level of ordinary skill in the 
art. 

Response to Amendment 

8. Applicant's arguments filed on April 21 , 2008 and regarding the rejections based 
on the Barone reference have been fully considered but they are not persuasive. 
Barone element 192 is indeed a "graft." First, the Examiner agrees with the Applicant 
that element 192 is "securing means" and that it has "a plurality of slots." However, it is 
also a structural part of the Barone's "graft," (i.e., Barone calls the entire device, 
including element 192, a "graft.") and possesses features of a typical graft: It is an 
implanted, tubular structure attached to and supporting the luminal wall of a damaged 
blood vessel; and the wireform structure defines not only a plurality of slots, but also 
defines a lumen. Moreover, element 192 is indeed "adapted to be intravascularly 
inserted into a lumen of the first graft 160." That is, element 192 is shown to be already 
inserted into element 160, while both elements are within a blood vessel. In any case. 
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the recitation tliat an element is "adapted to" perform a function is not necessarily a 
positive limitation, but only requires the ability to so perform. Element 192 has the 
ability to be inserted into element 160. With respect to arguments regarding the 
radiopacity of the first and second graft bodies and the wire structure: The Examiner 
indeed considered the functional limitations of claims 129 and 130 and determined that 
since the graft bodies and the wire structure inherently possess different radiopacity or 
radiographic indicia, the functions of aligning or orienting the bodies and structure would 
naturally and inherently follow (i.e., the main purpose of radiographic imaging of a 
surgical device is for the viewing and positioning of the device within a patient's body). 
With respect to arguments regarding claim 131, the Examiner indeed pointed out that 
Barone discloses introducers, i.e., element 201 . With respect to claim 132, element 160 
is a bifurcated stent member defining two lumens, while element 192 are first and 
second graft bodies. 

With respect to arguments regarding Wallsten: As shown above, Barone 
discloses the invention substantially as claimed. Wallsten was only applied for its 
teaching regarding wireform structures in an art analogous to Barone and the 
Applicant's invention. 

The indication of allowable subject matter in the Office action of October 23, 
2007 is hereby withdrawn in view of abovementioned new grounds of rejection. 

With respect to the rejection of claims copied from a patent and hereby held 
unpatentable, the TC Director has approved of this action. 



Application/Control Number: 10/692,886 
Art Unit: 3773 



Page 8 



Conclusion 

9. Any inquiry concerning tliis communication or earlier communications from tine 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571 ) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Julian W. Woo/ 

Primary Examiner, Art Unit 3773 

Frederick Schmidt 
Director, TC 3700 

July 28, 2008 



